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9) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

10) D The specification is objected to by the Examiner. 

1 1) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121 (d). 

12) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. §119 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)DAII b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 

This action is in response to the applicant's amendment received 05 August 
201 1 . The amendments made to the claims do not place the application in condition for 
allowance for the reasons set forth below. Claims 1 -1 7, 1 9-28, and 35 remain cancelled. 
New claims 26-42 have been added. 

Response to Arguments 

Applicant's arguments filed 05 August 201 1 with respect to claims 18 and 36-39 
have been fully considered but they are not persuasive. The applicant argues that Tay 
fails to disclose the forceps are connected to the sleeve or that the forceps are adapted 
to longitudinally move from a first longitudinal closed position to a second longitudinal 
open position upon movement of the sleeve relative to the shaft. However, it is the 
examiner's position that Tay's sleeve, elongated shaft, and jaw members are all 
considered "connected" together to form the device. Furthermore, the individual 
components are not bonded or glued together. Therefore, it is the examiner's position 
that the sleeve is capable of longitudinal movement relative to the elongate shaft and 
upon such movement, the jaw members are also capable of a longitudinal movement as 
claimed. Therefore, the rejection of claims 18 and 36-39 over Tay and Kuehn is 
maintained. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 
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Claims 18, 36-39, and 42 are rejected under 35 U.S.C. 112, first paragraph, 
as failing to comply with the enablement requirement. The claim(s) contains 
subject matter which was not described in the specification in such a way as to enable 
one skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and/or use the invention. The claims require "at least one of the jaw members 
includes a tissue contacting surface" and "a recess." It is unclear as to how the vascular 
opening is fused closed with one tissue contacting surface and how the jaws maintain a 
closed low-profile position with one recess. Furthermore, claims 18, 36-39, and 42 are 
rejected under 35 U.S.C. 112, first paragraph, as failing to comply with the written 
description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in 
the relevant art that the inventor(s), at the time the application was filed, had possession 
of the claimed invention. At the time the application was filed the applicant failed to 
describe an embodiment containing one tissue contacting surface and one recess. 
Therefore, the limitations as claimed are considered new matter. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 18 and 36-39 are rejected under 35 U.S.C. 103(a) as being 

unpatentable over Tay et al. (U.S. Patent No. 5,507,744 - cited on 1449 dated 

1/12/04) and Kuehn et al. (U.S. Patent No. 6,165,183). 

Tay discloses an apparatus capable of substantially closing a vascular opening 
(see entire document) comprising a housing including a flange (32) and a sleeve (38) 
having proximal and distal ends and a longitudinal axis (for example, see Figure 1), an 
elongated shaft (41 ) at least partially disposed in the housing, a tissue engaging 
member (14) disposed adjacent the distal end of the housing (via deployment member 
8) and being longitudinally and reciprocally movable relative to the housing to engage 
tissue (for example, see Figure 15A), two jaw members (50, 50) positioned adjacent the 
tissue engaging member and being movable independently thereof that close and 
capable of seizing vascular tissue (for example, see Figure 15), the jaw members each 
including planar tissue contacting surfaces formed of conductive material (distal 
surfaces that engage the tissue), and an energy source connected to the tissue 
contacting surfaces to facilitate transmission of energy to the tissue to thereby thermally 
fuse the opening (for example, see column 1 1 , lines 34-67), wherein the sleeve is 
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capable of longitudinal movement relative to the elongate shaft and upon such 
movement, the jaw members are also capable of a longitudinal movement as claimed. 
Tay fails to disclose the tissue engaging member may comprise two hooks or J-shaped 
configurations disposed in general diametrical opposed relation in the advanced 
position, wherein the engaging members are composed of a shape memory material 
such that they are adapted to resume the hook or J-shaped configuration when 
unstressed. 

Kuehn discloses an apparatus capable of substantially closing a vascular 
opening (see entire document) comprising a housing (126) and at least two tissue 
engaging members (470, 472) being adjacent the distal end of the housing (for 
example, see Figure 22) and being longitudinally, reciprocally, and radially outwardly 
movable relative to the housing to engage tissue to assist in applying a fastener thereto 
(for example, see column 10, lines 4-14), each having a distal segment (480, 482) 
arranged in a general hook or J-shaped configuration being disposed in general 
diametrical opposed relation and generally curving away from the longitudinal axis when 
in an advanced position (for example, see Figure 22), wherein the engaging members 
have sharpened ends (for example, see column 10, lines 4-14). The substitution of one 
known element (Kuehn's tissue engaging members) for another (Tay's engaging 
member) would have been obvious to one of ordinary skill in the art at the time of the 
invention since the substitution of the tissue engaging members would have yielded 
predictable results, namely, providing a means for effectively engaging tissue. 
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Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 1 1 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1 994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 18, 29-34, and 36-42 are rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-9 of U.S. 
Patent No. 6,248,124. 

Although the conflicting claims are not identical, they are not patentably distinct 
from each other because some of the claims of the patent "anticipate" some of the 
claims of the application and some of the application claims would have been obvious 
over the patent claims. Both inventions require a housing, tissue engaging members 
[tissue everting members; note that the everting members inherently have a deployment 
member in order to perform the recited deploying function] that move between jaw 
members [jaw members disposed about the everting members], wherein the jaw 
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members move between open and closed positions, an elongated shaft having 
recesses [camming surface], and a conductive attachment member [electrode; note: in 
which the inwardly extending attachment as recited in the application claims forms a 
cooperating "camming surface" as recited in the patent claims]. Accordingly, the 
application claims are not patentably distinct from the patent claims. Here, the more 
specific patent claims (i.e., specifically requiring the attachment be an "electrode" for 
closing the opening) encompass the broader application claims. Following the rationale 
in In re Goodman cited in the preceding paragraph, where applicant has once been 
granted a patent containing a claim for the specific or narrower invention, applicant may 
not then obtain a second patent with a claim for the generic or broader invention without 
first submitting an appropriate terminal disclaimer. 

With further respect to claim 20, it is well known in the art to use spring members 
with actuators, for example, clip appliers, in order to bias the jaws of the device into 
either an open position or a closed position. Therefore, it would have been obvious to 
one having ordinary skill in the art at the time the invention was made to have provided 
the '124 invention with a spring member to bias the jaw members closed. Doing so 
would yield a simplified device requiring only a single input from the user to the actuator 
to open and close (or operate) the jaws. 

With further respect to claims 29 and 35, providing medical devices with lumens 
or slots for tracking over a guidewire is well known in order to minimize damage to 
healthy tissue while inserting the device and tracking the device to the proper position 
within the body. Therefore, it would have been obvious to one having ordinary skill in 
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the art at the time the invention was made to provide the elongated shaft of the '124 
invention with a guidewire lumen or slot in order to be able to track the device over a 
properly positioned guidewire within the body, thus facilitating proper placement within 
the body while reducing the risk of damaging healthy tissue. 

Claims 18, 29-34, and 36-42 are rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-25 of 
U.S. Patent No. 6,676,685 B2. 

Although the conflicting claims are not identical, they are not patentably distinct 
from each other because some of the claims of the patent "anticipate" some of the 
claims of the application and some of the application claims would have been obvious 
over the patent claims. Both inventions require a housing, tissue engaging members 
having a deployment member and move between jaw members [jaw members disposed 
about the everting members], wherein the jaw members move between open and 
closed positions, an elongated shaft having recesses [camming surface], and a 
conductive attachment member [thermal transmitting portion or electrode; note: in which 
the inwardly extending attachment as recited in the application claims forms a 
cooperating "camming surface" as recited in the patent claims]. Accordingly, the 
application claims are not patentably distinct from the patent claims. Here, the more 
specific patent claims (i.e., specifically requiring the attachment be a "thermal 
transmitting portion" or an "electrode" for closing the opening) encompass the broader 
application claims. Following the rationale in In re Goodman cited in the preceding 
paragraph, where applicant has once been granted a patent containing a claim for the 
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specific or narrower invention, applicant may not then obtain a second patent with a 
claim for the generic or broader invention without first submitting an appropriate terminal 
disclaimer. 

With further respect to claim 20, it is well known in the art to use spring members 
with actuators, for example, clip appliers, in order to bias the jaws of the device into 
either an open position or a closed position. Therefore, it would have been obvious to 
one having ordinary skill in the art at the time the invention was made to have provided 
the '685 invention with a spring member to bias the jaw members closed. Doing so 
would yield a simplified device requiring only a single input from the user to the actuator 
to open and close (or operate) the jaws. 

With further respect to claims 29 and 35, providing medical devices with lumens 
for tracking over a guidewire is well known in order to minimize damage to healthy 
tissue while inserting the device and tracking the device to the proper position within the 
body. Therefore, it would have been obvious to one having ordinary skill in the art at the 
time the invention was made to provide the elongated shaft of the '685 invention with a 
guidewire lumen in order to be able to track the device over a properly positioned 
guidewire within the body, thus facilitating properly placement within the body while 
reducing the risk of damaging healthy tissue. 

Claims 18, 29-34, and 36-42 are rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-6 of U.S. 
Patent No. 7,252,666 B2. 
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Although the conflicting claims are not identical, they are not patentably distinct 
from each other because some of the claims of the patent "anticipate" some of the 
claims of the application and some of the application claims would have been obvious 
over the patent claims. Both inventions require a housing, tissue engaging members 
[tissue everting members; note that the everting members inherently have a deployment 
member in order to perform the recited deploying function], jaw members that move 
between open and closed positions, an elongated shaft having recesses [camming 
surface], and a conductive attachment member [electrode; note: in which the inwardly 
extending attachment as recited in the application claims forms a cooperating "camming 
surface" as recited in the patent claims]. Accordingly, the application claims are not 
patentably distinct from the patent claims. Here, the more specific patent claims (i.e., 
specifically requiring the attachment be an "electrode" for closing the opening) 
encompass the broader application claims. Following the rationale in In re Goodman 
cited in the preceding paragraph, where applicant has once been granted a patent 
containing a claim for the specific or narrower invention, applicant may not then obtain a 
second patent with a claim for the generic or broader invention without first submitting 
an appropriate terminal disclaimer. 

With further respect to claim 20, it is well known in the art to use spring members 
with actuators, for example, clip appliers, in order to bias the jaws of the device into 
either an open position or a closed position. Therefore, it would have been obvious to 
one having ordinary skill in the art at the time the invention was made to have provided 
the '666 invention with a spring member to bias the jaw members closed. Doing so 
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would yield a simplified device requiring only a single input from the user to the actuator 
to open and close (or operate) the jaws. 

With further respect to claims 29 and 35, providing medical devices with lumens 
or slots for tracking over a guidewire is well known in order to minimize damage to 
healthy tissue while inserting the device and tracking the device to the proper position 
within the body. Therefore, it would have been obvious to one having ordinary skill in 
the art at the time the invention was made to provide the elongated shaft of the '666 
invention with a guidewire lumen or slot in order to be able to track the device over a 
properly positioned guidewire within the body, thus facilitating proper placement within 
the body while reducing the risk of damaging healthy tissue. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
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the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Melanie Tyson whose telephone number is (571) 272- 
9062. The examiner can normally be reached on Monday through Thursday 8-7 (IFP). 

If attempts to reach the examiner by telephone are unsuccessful, please contact 
the examiner's supervisor, Corrine McDermott, at (571) 272-4754. The fax phone 
number for the organization where this application or proceeding is assigned is 571 - 
273-8300. 

If there are any inquiries that are not being addressed by first contacting the 
Examiner or the Supervisor, you may send an email inquiry to 
TC3700_Workgroup_D_lnquiries@uspto.gov. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Primary Examiner, Art Unit 3773 
October 5, 2011 



